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Art Unit: 1648 

DETAILED ACTION 
Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification sliall contain a written description of tine invention, and of tlie manner and process of 
mailing and using it, in sucli full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

1 . Claims 14-36 stand rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. In the Office Action mailed 7/30/2007, the Wands 
factors were used to determine whether or not the claimed method was enabled. 
The gist of the analysis is that there is currently no clinically proven effective 
method of treating SARS infection in humans. Post-filing non-Patent reviews 
reflect the Examiner's view of sparse clinical data (see, for example. Pyre, et al., 
Tai, and Haagmans and Osterhaus). Each recount the same few clinical studies 
and arrives at the same conclusion, that it is reasonable to study the use of 
Type I interferons, alone and in combination with other putative anti-SARS 
therapeutics, but to date there is no consensus for an effective treatment. 
Applicant's traverse the rejection by arguing that there is sufficient detail as to the 
type of interferon to use (IFN-p or IFNcon), the mode of administration, and 
dosage in the claims and specification to enable the method; e.g., treatment of 
humans with SARS-CoV infection. Applicant further argues that the Examiner 
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failed to establish that effective methods of treating SARS-CoV infection are 
poorly defined. 

Before considering Applicants argument, the Examiner notes that Applicants use 
the word "individual" as the subject of any claimed treatment; careful reading of 
the specification enlightens the reader of the meaning of word "individual" to be 
interchangeable with the word "human" and all previous and future arguments 
ascribe this meaning to the word individual. 

The Examiner has cited three recent reviews related to SARS-CoV or 
coronavirus therapeutics. Haagmans and Osterhaus briefly mention several in 
vitro studies involving SARS-CoV treatment with Type I interferons, including the 
study of CinatI, etal. previously cited by Applicants; similar in vitro studies using 
other animal and human coronaviruses also showed similar effects of IFNs. 
However, to date, the most relevant studies to the instantly claimed method are 
those of Haagmans, et al. (2004) and Loutfy, et al. (2003). In the former study, 
PEGylated IFN-a was used to ameliorate the effects of experimental infection of 
macaques whereas in the latter study, humans were treated with Ribavirin 
(monotherapy), IFN-a (monotherapy) and IFN-a in combination with 
corticosteroids — corticosteroids were the first therapeutic used against SARS to 
ameliorate symptoms of the infection in absence of a knowledge of the etiologic 
agent. Neither monotherapy regimen was found to be effective in ameliorating 
the morbidity or mortality of SARS-CoV infected humans, only high-dose 
corticosteroids in combination with IFN-a was substantially more effective no 
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treatment. Tai also recounts the Guangzhou study (see, Zhang, et al., 2003) and 
concludes that only IFN-a plus high— dose corticosteroids were effective in 
reducing morbidity and mortality in human infected with SARS-CoV. Another 
uncontrolled study from Toronto is also recounted confirming that IFN-plus 
corticosteroids reduces morbidity and mortality associated with SARS-CoV 
infection of humans and appears to shorten the resolution of the infection and 
consequent pathology. Tai also reports the first prospective, placebo-controlled 
study of IFN-a treatment of human SARS-CoV infections. Finally, Stockman, et 
al. conducted a meta-analysis of many experimental SARS-CoV treatment 
studies and conclude that "Despite an extensive literature reporting on SARS 
treatments, it was not possible to determine whether treatments benefited 
patients during the SARS outbreak." Such studies included three in vivo studies 
using IFN for treatment of SARS in humans and determined that none were 
conclusive because of "lack of a consistent treatment regimen or suitable control 
group" and "a variety of treatments given masked the effect of IFN-a alone". 
Although IFN treatment of SARS-CoV in human appears to be a reasonable 
option, especially with IFN-p, the literature is silent regarding the efficacy of such 
treatment. 

Therefore, even though Applicants claim a method for treatment of SARS-CoV 
infection in human that includes specific amounts, specific routes of 
administration, etc., there is no indication from the available literature that in vitro 
and non-human models predict success for such methods in humans. 
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Rejection of claims 14-36 under 35 U.S.C. 112, 1^' paragraph for lack of 
enablement is maintained. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Rejection of claims 14-36 under 35 U.S.C. 103(a) as being unpatentable 
over Higgins, et al. in view of Ksiazek, et al, Arnason, Weinstock-Guttman, et al., 
Albrecht, and Chang, etal. is withdrawn in view of Applicants' agruments. 
Conclusion 

3. No claims are allowed. 

4. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to STUART W. SNYDER whose telephone number 
is (571 )272-9945. The examiner can normally be reached on 9:00 AM-5:30 PM. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce R. Campell can be reached on (571) 272-0974. The fax phone 
number for the organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 

/Mary E Mosher, Ph.D./ Stuart W Snyder 

Primary Examiner, Art Unit 1648 Examiner 

Art Unit 1648 
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